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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
2~ r 	 WASHINGTON, D.C. 20460  

£. 

OPP OFFICfAL RECORD 
HEALTH EFFECTS DIVISION 	 yt 	- SCIENTIFIC DATA REVIEW3 

EPA SERIES 361 

MEMORANDUM 

SUBJECT: Dietary Exposure Analysis for Glufosinate-ammonium 
in/on Tree Nut Group; Fat, Meat & Mbyp of cattle, 
goats, horses, poultry and sheep,° Eggs and Milk (PP# 
SF3607). 

FROM: 	Brian Steinwand 5,A 
Dietary Risk Evaluation Section 
Science Analysis Branch/HED (7509C) 

Through: Elizabeth Doyle, Section Head  
Dietary Risk Evaluation Section 	! 
5AB/Health Effects Division  

T0: 	J. Miller/E. Wilson, PM Team 23 
Registration Division (7505C) 	V  

Action Requested 

Provide a dietary exposure analysis for the use of 
glufosinate-ammonium in/on the tree nut group (0.01 ppm), fat and 
meat (0.05 ppm), mbyp (0.10 ppm), eggs (0.05 ppm) and milk (0.02 
PPm)• 

Discussion 

Time limited tolerances already exist for the tree-nut 
group, except almonds. Thus, for the purposes of this analysis, 
almonds were added separately as a new commodity. 

Toxicological Endpoint: 

The Reference Dose (RfD) used in the analysis is 0.02 mg/kg 
bwt/day, based on a NOEL of 2.1 mg/kg bwt/d.ay from a two-year rat 
chronic toxicity study with an uncertainty factor of 100 that 
demonstrated increased absolute and relative kidney weights in 
males as an endpoint effect (See memo, G. Ghali, 5/13/92). The 
RfD has been reviewed by the HED RfD committee (6/24/93). 

Currently, a data gap exists for the rat carcinogenicity 
study (G. Ghali memo, 9/14/93). 

~0:]f Recycled/Recyclable  

~ Pnntetlwltheoy/Cafwlalnkanpeperthat 
oontahu at leeat SO%reoycled tiber 
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Residue Information 

Tolerances for glufosinate-ammonium are published in 40 CFR 
5180.473. Tolerance level residues and 100 percent crop treated 
assumptions were made for the proposed commodities. 

Results 

A summary of the residue information considered in this 
analysis is attached as Table 1. A DRES chronic exposure 
analysis was performed using tolerance level residues and 100 
percent crop treated information to estimate the Theoretical 
Maximum Residue Contribution (TMRC) for the general population 
and 22 subgroups. Summaries of the TMRCs and their 
representations as percentages of the Reference Dose (RfD) are 
included as Table 2 and 3. 

Chronic Exposure Analvsis 

Exposure from Existing.Tolerances for glufosinate-ammonium: 

Subaroup 	Exposure (ma/ka/day) 	%RfD 

U.S. Population 	0.000126 	.627 
Non-Nursing Infants (< 1) 	0.000743 	3.7 

Proposed new Tolera nces on the proposed commodities: 

U.S. Population 	0.000345 	1.7. 
Non-Nursing Infants (< 1) 	0.001464 	7.3 

If the new tolerances on the proposed commodities are approved: 

U.S. Population 
	

0.000470 	2.3 
Non-Nursing Infants (< 1) 

	
0.002206 	11 

conclusions 

The chronic analysis for glufosinate-ammonium is a worst 
case estimate of dietary exposure with all residues at tolerance 
level and 100 percent of the commodities assumed to be treated 
with glufosinate-ammonium. Thus, the chronic dietary risk 
exposure to glufosinate-ammonium appears to be minimal for these 
petitions on nuts, meat, fat, mbyp, eggs and milk and does not 
exceed the RfD for any of the DRES subgroups. 

Attachments 

cc: DRES; Caswell 580I; RCAB; CBTS (J. Garbus) 
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TABLE 3 

TOLERANCE ASSESSMENT SUMMARY FOR Gtufosinate-amnonium 	DATE: 09/12/95 
CASWELL #5801 

ANALYSIS FOR POPULATION SUB-GROUP: 11.S. POPULATION - 48 STATES  

EXISTING TOLERANCES (PUBLISHED ONLY) 
. 	 RESULT 	IN A TMRC OF: 0.000126 MG/KG/DAY 

THE EXISTING TMRC IS EOUIVALENT T0: 0.627 % OF THE ADI. 

PROPOSED NEW TOLERANCES (CURRENT PETITION ONLY) 
RESULT IN A TMRC OF: 0.000345 MG/KG/DAY 

 . 	THESE NEW TOLERANCES WILL OCCUPY: 1.722 % OF THE ADI. 

IF THE NEW TOLERANCES (CURRENT PETITION ONLY) 
ARE APPROVED THE RESULTANT TMRC WILL BE: 0.000470 MG/KG/DAY 

 THE NEW TMRC WILL OCCUPY 2.349 % OF THE ADI. 

NO OTHER PENDING TOLERANCES ARE IN THE FILE 

ANALYSIS FOR POPULATION SUB-GRWP: NON-NURSING 1NfANTS (< 1 YEAR OLD) 

EXISTING TOLERANCES (PUBLISHED ONLY) 
 RESULT 	IN A TMRC OF: 0.000743 MG/KG/DAY 

THE EXISTING TMRC IS EOUIVALENT T0: 3.713 % OF TBE ADI. 

PROPOSED NEW TOLERANCES (CURRENT PETITION ONLY) 
RESULT IN A TMRC Of: 0.001464 MG/KG/DAY 

THESE NEW TOLERANCES WILL OCCUPY: 7.317 % OF THE ADI. 

. 	If THE NEW TOLERANCES (CURRENT PETITION ONLY) 
ARE APPROVED THE RESULTANT TMRC WILL BE: 0-002206 MG/KG/DAY 

 THE NEW TMRC WILL OCCUPY 	, 11.030 % OF THE AD1. 

NO OTHER PENDING TOLERANCES ARE IN THE FILE 



HED Records Center Series 361 Science Reviews - File 128850_0011000_091495_00000000_R028033 - Page 1 of 7 

0 ® 
	 ■ 

13544 

028033 

Chemical: 	 Butanoic acid, 2-amino-4-(hydrosy-methyl 

PC Code: 128850 
HED File Code 11000 Chemistry Reviews 
Memo Date: 09114195 
File ID: 00000000 
Accession Number: 412-02-0011 

HED Records Reference Center 
0310112002 

■ 	 ■ 


	Page 1
	Page 2
	Page 3
	Page 4
	Page 5
	Page 6
	Page 7

